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DETAILED ACTION 

Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1 .17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on August 5, 2009 has been entered. Claims 69, 73- 
92, and new claims 93 and 94 are pending. Claims 69 and 92-94 are under examination. Claims 
73-91 are withdrawn from consideration, being drawn to non-elected subject matter. 

Response to Amendment 

2. The following rejections are withdrawn: 

• The rejection of claim 92 under 35 U.S.C. 1 12, first paragraph, as failing to comply with 
the written description requirement (new matter) is withdrawn in view of Applicant's 
amendment. However, note that upon further consideration of the specification, there is 
support for enhancement of anti-tumor immunity with HVJ-E as an adjuvant (see page 9, 
lines 19-20, and claims presented in the preliminary amendment of 9/26/06). 

• The rejection of claims 69 and 92 under 35 U.S.C. 102(b) as being anticipated by Kaneda 
(EP 1 170363 Al, filed in IDS of 12/20/06) is withdrawn. Applicant's arguments were 
not persuasive to withdraw the rejection. The rejection is withdrawn upon further 
consideration of the claimed subject matter which does not appear to be enabled. 
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Claims Summary and Interpretation 

3. Claims 1 and 92 are drawn to a method for inhibiting tumor cell growth in an animal by 
administering a composition that consists essentially of a hemagglutinating virus of Japan (HVJ) 
viral envelope (HVJ-E), wherein IL-12 and IL-16 in dendritic cells are induced or regulatory T 
cells are inhibited. Chapter 21 1 1 .03 of the MPEP [R-3] provides guidance on the use of 
transitional phrase "consisting essentially of as it defines the scope of a claim with respect to 
what unrecited additional components or steps, if any, are excluded from the scope of the claim. 
The transitional phrase "consisting essentially of limits the scope of a claim to the specified 
materials or steps "and those that do not materially affect the basic and novel characteristic(s)" of 
the claimed invention. Thus Applicant's composition does not contain any other component that 
interferes with the ability of HVJ-E to inhibit tumor cell growth. 

Claims 93 and 94 are drawn to a method for inhibiting tumor cell growth in an animal by 
administering a composition that consists of a hemagglutinating virus of Japan (HVJ) viral 
envelope (HVJ-E) and a pharmaceutically acceptable carrier, wherein IL-12 and IL-16 in 
dendritic cells are induced or regulatory T cells are inhibited. 

Claim Objections 

4. Claims 92 and 94 are objected to for a typographical error. IL-16 should be IL-6. 

Claim Rejections - 35 USC § 112 

5. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
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pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 69 and 92-94 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it pertains, 
or with which it is most nearly connected, to make and/or use the invention. The claims are 
drawn to a method for inhibiting tumor cell growth in vivo by administering a composition 
consisting essentially of HVJ-E, or consisting of HVJ-E and a carrier. The specification 
discloses that the inhibition of tumor cell growth is due to a chemotherapeutic compound that is 
encapsulated in the HVJ-E vector, thus implying that the vector itself if not responsible for the 
anti-tumor cell growth (pages 6 in its entirety, and pages 6-7, bridging paragraph, and pages 50- 
51, bridging paragraph). While the vector has adjuvant properties for enhancing an anti-tumor 
immune response (see page 8, lines 7-8, and pages 8-9, bridging paragraph), those adjuvant 
properties alone are not expected by one of skill in the art to have any anti-tumor cell growth 
without the accompanying chemotherapeutic agent. 

Therefore, in view of the breadth of the claims and the teachings in the specification that 
clearly indicate that the chemotherapeutic agent is responsible for anti-tumor cell growth, it 
would require undue experimentation to practice the claimed method of inhibiting tumor cell 
growth with HJV-E vectors alone. 

Note that should Applicant amend the claims to recite an enabled embodiment, the art 
rejection over Kaneda may be reinstated. 
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Conclusion 

6. No claim is allowed. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Stacy B. Chen whose telephone number is 571-272-0896. The 
examiner can normally be reached on M-F (7:00-4:30), alternate Fridays off,. If attempts to 
reach the examiner by telephone are unsuccessful, the examiner's supervisor, Gary Nickol can be 
reached on 571-272-0835. The fax phone number for the organization where this application or 
proceeding is assigned is 571-273-8300. 



/Stacy B Chen/ 

Primary Examiner, Art Unit 1648 



